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MEMORANDUM SEP 19 2002

SUBJECT: Science Review in Support of the Registration UICK II (EPA Reg. No. 4822-509),
Containing 10% p-Menthane-3, 8-Diol (Chemical No. 011550) As Its Active
Ingredient. Review of Product Performance (Efficacy) Studies. DP Barcode
D282915; Case No. 062676; Submission No. S609621; MRID No. 455642-01.
FROM: Russell S. Jones, Ph.D., Biologist
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. b ) W
Biochemical Pesticides Branch o

Biopesticides & Pollution Prevention Division (7511C)

TO: James Downing, Regulatory Action Leader
Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511C)

ACTION REQUESTED

In response to a 3/31/2000 Notice of Registration of UICK II (aka OFF! Botanicals; EPA
Reg. No. 4822-509), and a request for additional efficacy studies (see Memorandum from R. S.
Jones to J. Downing, dated 6/29/1999), S. C. Johnson submitted additional product performance
(efficacy) studies for black flies and biting gnats (MRID 455642-01) in fulfillment of the
requirements expressed in a conditional registration.

RECOMMENDATIONS AND CONCIL.USIONS
The submitted product performance (efficacy) studies for black flies and gnats (no-see-ums) are

acceptable and support product label claims of a 2-hour protection time. No additional data are
required for black flies and gnats.

STUDY SUMMARIES

Product Performance (Efficacy)

Field tests were conducted with human subjects to determine the efficacy of UICK-2 (10% p-
menthane-3,8-diol) Formula 15045R59-2 to repel black flies and biting gnats (MRID 455642-
01). The biting gnat test was conducted in Crystal River, Florida, and the black fly test was
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conducted at Algonquin Provincial Park, Ontario, Canada. Prior to the tests, the forearms and
legs of the test subjects were washed with Ivory soap and water, rinsed with an alcohol/water
solution, and dried. The product was evenly applied at a rate of 1 g/645 cm? to the forearms and
lower legs. Protection time was calculated both by the traditional method (first bite followed by
a confirming bite within 30 minutes) and by determining the time to <95% repellency. The mean
protection time until first confirmed bite was >240 minutes for black flies and 201 minutes for
gnats. The time to first bite below 95% repellency was >240 minutes for black flies and 199
minutes for gnats. These protection times exceed the 2-hour protection time claimed on the Iabel.

Classification: Acceptable; no additional data are required for black flies and biting gnats.

cc: R. S. Jones, J. Downing, BPPD Subject File
R. S. Jones: F.T. CM2, (703) 308-5071: 09/13/2002



DATA EVALUATION RECORD

P-MENTHANE-3,8-DIOL
(UICK-2)

STUDY TYPE: Product Performance, OPPTS 810.3300
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U.S. Environmental Protection Agency
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Oak Ridge National Laboratory, managed by UT-Battelle, LLC, for the U.S. Department of Energy under contract
number DE-AC05-000R22725 3



DATA EVALUATION RECORD

EPA Secondary Reviewer: Russell S. Jones, Ph.D., Biologost

STUDY TYPE:
MRID NO:
TEST MATERIAL:

STUDY NO:
SPONSOR:

TESTING FACILITY:
TITLE OF REPORT:

AUTHOR:
STUDY COMPLETED:

CONFIDENTIALITY
CLAIMS:

STUDY
SUMMARY:

CLASSIFICATION:

GOOD LABORATORY
PRACTICE

Product Performance, OPPTS 810.3300
45564201

UICK-2 (10% p-menthane-3,8-diol) Formula 15045R59-
2

377E2
S.C. Johnson & Son, Inc.
Entomology Research Center, Racine, WI

Determining Repellency of Uick-2 (10% p-methane-3,8-
diol) Against Biting Gnats (commonly called no-see-
ums) (Culicoides spp.), and Biting Flies (Black Flies)
(Simulium spp.) in the Field

Ropiak, D.T.
November, 2001

None

Field tests were conducted with human subjects to
determine the efficacy of Uick-2 (10% p-menthane-3,8-
diol) Formula 15045R59-2 to repel black flies and biting
gnats. The mean protection time until first confirmed bite
was >240 minutes for black flies and 201 minutes for
gnats. The time to first bite below 95% repellency was
>240 minutes for black flies and 199 minutes for gnats.
These protection times exceed the 2-hour protection time
claimed on the label.

Acceptable

Not GLP compliant, since the study director conducted
the testing under the protocol for a previous study, with
an amendment that addressed the additional testing. No
quality assurance inspections were conducted during the
field testing, but the data and final report were audited.
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TEST MATERIAL: Uick-2 (10% p-menthane-3,8-diol), Formula No. 15045R59-2

TEST METHOD: Field tests using human subjects were conducted to determine the efficacy-
of Uick-2 (10% p-methane-3,8-diol) Formula 15045R59-2 against biting gnats (Culicoides
mississippiensis) and black flies (Simulium venustum). The biting gnat test was conducted in
Crystal River, Florida, and the black fly test was conducted at Algonquin Provincial Park,
Ontario, Canada. Prior to the tests, the forearms and legs of the test subjects were washed with
Ivory soap and water, rinsed with an alcohol/water solution, and dried. Using two fingers, Uick-
2 was then evenly applied at a rate of 1 g/645 cm? to the forearms and lower legs. One of the four
limbs of each individual was left untreated to serve as a control. Control limbs were exposed for
a 5-minute period (except for one instance when the control exposure was for only one minute
due to a high gnat population) at the beginning of each hour and the number of landings was
counted. The 5-minute counts were extrapolated to 1-hour counts, and a running control average
landing rate was determined throughout the test (an example calculation was provided on p. 8
of the study report). The treated limbs were continuously exposed during the test period and the
time of each landing and bite was recorded. Protection time was calculated both by the traditional
method (first bite followed by a confirming bite within 30 minutes) and by determining the time
to <95% repellency. A treated limb was withdrawn from the test when it received two bites
within 30 minutes, or when the percent repeliency fell below 95%. The percent repeliency was
calculated as 1- (total number of bites on the treated limb/average number of bites on the control
limb) x 100.

RESULTS SUMMARY: In the black fly test, none of test subjects received a bite during the
240 minute test period, giving an average time to first confirmed bite of >240 minutes and an
average time to <95% repellency of >240 minutes. The single limb control landing rate averaged
24-63 landings/hour for the five subjects over the four-hour test.

In the biting gnat test, the time until first confirmed bite ranged from 105 to >290 minutes, with
an average of 201 minutes (Table 1). The time to <95% repellency ranged from 132 to >290
minutes, with an average of 199 minutes. The single limb control landing rate averaged 48-312
landings/hour for the three subjects remaining in the test at four hours.

STUDY AUTHOR’S CONCLUSIONS: The study author concluded that for biting gnats,
Uick-2 provided a mean protection time of 199 minutes using the 95% repellency method, and
a mean protection time of 177 minutes using the first confirmed bite method (Table 2). For
blackflies, Uick-2 provided a mean protection time of >240 minutes using either method.

REVIEWER’S CONCLUSIONS: The study author noted that the protection times presented
include those for some subjects who remained in the testing area for longer than 240 minutes,
which was the scheduled end of the test. However, the reviewer found that calculating the
protection times using a maximum time of 240 minutes did not significantly lower the mean
protection times calculated in the study. These protection times exceed the protection time
claimed on the draft product label, which is “up to two hours” for both black flies and biting
gnats. Based on the data submitted, the reviewer agrees that the product will meet this claim.




TABLE 1. Uick-2 protection time against biting gnats by test subject

Subject Test limb Time to first bite Time to first Time to below
{min) confirmed bite 95% repellency
{min) {min)
DAS L. arm 181 181 181
DAS R. arm 144 249 144
DAS L.leg 235 235 251
KAC L.arm 200 245 255
KAC R.arm 173 219 173
KAC R.leg 130 130 130
REV R. arm 195 185 217
REV L. leg 192 192 193
REV R.leg 172 224 172
EBW L.arm 165 234 241
EBW L.leg 187 187 235
EBW R. leg 239 290+ 290+
DTR L. arm 155 184 197
DTR L. leg 148 148 168
DTR R. leg 105 105 132
TABLE 2. Mean protection time provided by UICK-2 against biting insects in the field
Reps Insect Protection time to first bite Protection time to first Time to below
(min) confirmed bite {min) 95% repellency
(min)
15 Crystal River, 177 201 199
FL sand gnats
15 Canadian black 240+ 240+ 240+
flies
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BACK PANEL

OFF! Botancals 1's unigue formuta usas (eclamcally derivac) (ziant) cils to re
mcsquitoes (biting flies. gnats and na-ses-ums)  You can faei good azout put
yeu and your iamily  OFF! Botanicais 11s affective dependzasie protecica tha
grazat 2n -~ not sticky or greasy -- 2nd 1t has a lignt. clean fragrance.

. And because it's iram the makers of CFF it's specially farmulated ¢ effect
masquitoes, biting flies, gnats and no-sas-ums for upAc’

PRECAUTIONARY STATEMENTS

HAZARDS TC HUMANS
WARNING

Causes substantial but temporary eye injury. Do not getin eyes. Do no
the face or hands of small children. Da not allow children to apply this |
themselves. Do not apply to excessively sunburned or camaged skin. For e
cse cnly. Wash hands thorcughly with soap and water aftar applying.

FIRST AID
IF IN ZYES Hald eve apen and rinsa sicwly and gently with water for 15-20 n
Remoave contact lenses if present aftar tne first 5 minutas, (en centinue nnsir
medicai attention. 1F SWALLOWES- Call 2 poison centicl cener or doctor wn
for ireatment advice. Have person sip a giass of water If acle to swallow. Do
vomiung unless told to by a peison canirel center ar docier

PHYSICAL & CHEMICAL HAZARDS

Flammaole Kzaep away from heat and open flame. Keep reated skin and cic
awzy rom fire, sparks or flame unt! ¢ry.

DIRECTIONS FOR USE

It s 2 nolation of Federal law to use this oroduct in @ manner inconsistent wit?
iabeling. Read all directions before using this product,

General Instructions Hcid carainer & ¢ 3 lnches fram skin ar clathing and .
a sicw sweeping motiorr Do neot use as a space spray  Use suificent repelle
cover 2xposed skin everly and completely. Far ceatinded cratection from liste
raapcly avery two hours or aiter swimmirg, perspiration, vigoraus activity or tc
Application To Face D« not spray cwacily on or near face. instead, spray i
rand anc soread on ‘ace and neck Do not apply to face or hands of small
For maximum protechicn, spraad avanly i nand to moisten 2l 3xpesaa skir
On Clothing Too Soray shirts, pants. sccks anc hats. 'Mash rzared ciething
reuse Oc net apply under Siothing
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